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510(k) Summary

Sponsor: Sternigold Dental, LLC
23 Frank Mossberg Drive
Attleboro, MA 02703 JUL li

Contact: Maria Rao, QAIRA Director
Ph: 508-226-5660 ext 1206

Trade Name: SF1 Bar® Implant Abutments

Common Name: Implant Abutments

Classification Name: Endosseous Dental Implant Abutment

Classification: According to Section 513 of the Federal Food, Drug, and
Cosmetic Act, the device classification is Class 11

Product Code: NHA (2ICFR 872.3630)

Legally Marketed Device to which Equivalence is claimed (Predicate Devices):
Predicate Device(s): K083876

K102382

K083876 SF1 Bar®) System Complete 2-Implant and 4-Implant
KI102382 SF1 Bar®) Implant Adapter Stiaumnann, SF1 Barg Implant Adapter Neos

Description of Device:
Device Description: The SF1 Bar® Implant Abutments provide the connection between
compatible dental implant systems for the fixation of removable overdentures. The SF] Barg
Implant Abutments consist of an abutment, which is attached to a stress free bar for the fixation
of removable overdentures. The implant abutment is screwed into the dental abutment.
The implant abutments fit Nobel Biocare Br~nemark System®g, Nobel Biocare (Steri-Ossg),
Keystone (Lifecore), 3i Implant Inovations®, Sterngold-lmplaMed®, Interpore IMZTM, Osstem,
Zimmer (Paragon, Centerpulse), OIC, IMTEC Corporation®, MIS Implants, Minimatic/Stryker,
Bud, Strauimann, Biolok International , INNOVA, Implant Direct, Zimmer (Calcitek®
Centerpulse), Biol-orizons®. See table 1 for platform compatibility.

There are seven (7) different platforms and each platform is compatible with one or more
implant types. The platforms of the abutments are [A], [B], [C], [S], [T], [X], [Z]. Table I
specifies which dental implants are compatible with these platforms.
The difference between each platform is the internal connection with the specific implant.
The devices are supplied non-sterile, therefore there is no shelf life.
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Abutment Insertion
Choose the abutment with the proper cuff height that fits on the existing implant. Abutment
platforms should be 1 to 2 mm above the gingival level and approximately parallel to the
cclusal plane. However, to allow the subsequent placement of the sections of SF1-Bara on top

of these abutments so that the bars are approximately parallel to the occlusal plane, it may be
necessary to choose some abutments with different heights. Abutments are screwed into each
implant.

Intended Use of the Device:
The SFI-Barit Implant Abutments are indicated to be used with dental implants as a prosthetic
framework to support and /or retain removable or fixed dental prostheses in the treatment of
partially or totally edentulous patients to restore chewing function. The abutment screws are
intended to secure the bar to the endosseous implants.

TeSF1-Bar®I Implant Abutments are compatible with the following implant systems:

Implant Brand Model
Nobel Biocare BrAnemark System 3.3 Fixture, 3.75 Fixture, 4.0 Fixture, 5.0 Fixture (Old Version), 3.75 Mkll Self-

________________________tapping Fixture, 4.0 MkII Self-tapping Fixture

Sterngold-lrnplaMed 3.3 Hex Cylinder, 4.0 Hex Cylinder, 3.75 Standard Hex Screw, 3.75 Self-tapping
Hex Screw, 3.75 Self-tapping "SST" Hex Screw, 4.0 Standard Hex Screw, 4.0
Self-tapping Hex Screw, 4.0 Self-tapping "SST" Hex Screw, 4.0 Self-tapping
"ssT" Hex Screw, 5.0 RP' "SST" Hex Screw, 3.75 RIP Acid Etched, 4.0 RP Acid
Etched, 5.0 RP Acid Etched, 4.1 Stern IC (4.8 head), 3.3 Stern IC (4.8 head)

Nobel Biocare (Steri-Oss®) 3.8 HE Cylinder, 3.8 HEL Threaded, 4.5 HIL Threaded, 3.5 NobelReplaceTM,
Replace® Select (NP), 4.0 NobelReplace Straight, (RP'),
4.3Replace®TSelect&NobelReplacem (1RP)

Keystone (Lifecore) 3.75 Restore® Self-tapping Screw, 4.0 Restore® Self-tapping Screw, 3.75
Restore® External Hex Screw, 4.0 Restore®& External Hex Screw, 4.0 Restore®
External Hex Cylinder, 4.2 Sustains External Hex Cylinder, 3.75 Sustains
External Hex Screw, 4.0 Sustain® External Hex Screw, 4.2 Sustain® External
Hex MC Cylinder, Stage-ITM (3.3 and 4.0 fixtures)

3i Implant Inovations 3.25 External Hex Miniplant®, 3.25 ICEIm Miniplant®, 3.25 OSSEOTITER
Miniplant®, 3.3 Cylinder Miniplant®, 3.3 External Hex Cylinder, 3.75 ICE TM
Self-tapping, 3.75 OSSEOTITE8, 3.75 Self-tapping Threaded, 3.75 Standard
Threaded, 4.0 External Hex Cylinder, 4.0 ICEIm Self-tapping, 4.0
OSSEOTITE®, 4.0 Standard Threaded, 4.25 External Hex Cylinder, TG
OSSEOTITE® (4.8 Platform), 4.0 OSSEOTITE® Certain T M, 4.0
OSSEOTITE® NTCertain m, 4.0 OSSEOTITE®CERTAIN PREVAIL, 5.0

__________________________Osseotite® Certain, 5.0 Osseotite® NT Certain, 5.0 Osseotite®Certain Prevail

IMTEC Corporation® 3.3 Universal Flare Cylinder, 3.75 Universal Self-tapping, 3.75 Universal Self-
________________________tapping Coated, 4.0 Spike Cylinder, 4.0 Universal Cylinder

Interpore IMZTM 3.3 Hex Cylinder, 3,75 Self-tapping Threaded, 4.0 Hex Cylinder, 4.0 Self-
tapping 'Threaded, 4.25 Hex Cylinder

Osstemn 4.1 US 11, 111, 11 Plus, III Plus, SSI11, 111 (4.8 head)
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Zimnmer Dental 3.5 Bio-Vent® X"M, 3.75 Swede-Vent' M Conical Neck CST, 3.75 Swede-
VentQm Standard, 4.0 Swede-Ventm Standard, 4.0 Blo-Vent® X'M, 3.25 Micro-
Vent® (3.5 head), 3.3 Screw-Vent® (3.5 head), 3.5 Rio-Vent® (3.5
head), 3.7 Screw-Vent® (3.5 head), 3.75 Screw-Vent® (3.5 head), 4.3 Core-
Vents (3.5 head),4.25 Micro-Vent® (4.5 head), 4.5 Bio-
Vent® (4.5 head), 4.7 Screw-Vent® (4.5 head), 5.3 Core-Vent® (4.5 head),
3.7 Tapered Swiss Plus TM (4.8 platform), 4.8 Tapered Swiss plusTm 4.1 Straight
Swiss Plus TM ,4.8 Straight Swiss pl05 TM

Zimmer (Calcitek®, Centerpulse) 3.75 ThreadLoc"~
Strauniann ITI TE' m 3.3 (4.8 head), ITI 3.3 Std & Std Plus (4.8 head), ITI TE' m 4.1 (4.8

head), ITI 4.1 Std. & Std. Plus (4.8 head), ITI, 4.8 Std. & Std. Plus (4.8
head)

Biolok International 4.5 Silhouette Screw, 4.0 Micro-Lok Screw, 4.0 Micro-Lok Cylinder, 3.75
_______________________Micro-Lok Screw, 3.3 Micro-Lok Cylinder

Bud 3.25 Bud Screwvent, 3.75 Bud Screwvent
INNOVA 4.1 ENDOPORE® External Connection, 4.0 ENTEGRATM External

Connection
OIC 3.0 Osteo Standard ST, 3.25 Ostec Standard ST, 3.75 Osteo Standard ST
MIS IMPLANTS 3.3mm Internal Hex, 3.75mm Internal Hex, 4.20mm Internal Hex, 5.0mm

Internal Hex
BioHorizons® 3.5 Internal, 4.0 Internal, 4.5 Internal, 3.5 Single Stage, 4.5 Single Stage
Implant Direct Legacy 3.5mm, Legacy 4.5mm, RePlantf' 4.3mm, RePlantTM 3.5mm,

3.7mm ScrewPlant, 4.7mm ScrewPlant
Minimatic/Stryker 3.3 External Hex Cylinder, 3.75 External Hex Screw, 4.0 External Hex Cylinder,

4.0 External Hex Screw, 4.75 External Hex Screw, 5.0 External Hex Cylinder

Summary Technological Characteristics:
The proposed implant abutments are substantially equivalent to the currently marketed predicate
devices. The intended use, basic design, fundamental operating principles and manufacturing
procedures are the same as the predicate devices.

The material of the implant abutments conform to ASIM F1 36, Wrought Titanium 6 Aluminum-
4 Vanadium ELI Alloy.

Comparison/Compatibility
Substantial Equivalence:
The proposed implant abutments are substantially equivalent to the currently marketed predicate
devices. The intended use, basic design, fundamental operating principles and manufacturing
procedures are the same as the predicate devices.
To ensure compatibility the following process was carried out: The implant abutments were
designed and developed, and manufactured according to manufacturer's specifications and
controlled procedures. A validation protocol was done in accordance with Design Control
requirements per FDA CFRS2O.30.
Table 2 summarizes the substantial equivalence comparison to the predicate devices.
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Performance Data:
Torque tests, application and functional testing have been conducted to evaluate the performance
characteristics of the SF1 Barg Implant Abutments. The test methods used were the same as in
predicate devices. Testing has shown that the SF1 Bar® Implant Abutments included in this
application are equivalent in performance characteristics to the predicate SF1 Bar®. The
acceptance criteria were met.
Torque test results indicated that there is sufficiently large safety margin for fracture of the SF1
Bar® Implant Abutments specified on this submission to occur when tightening. Test samples
torqued above 50 Ncm, well above the implant manufacturer's recommended torque value.
There is no risk or possibility of harm to the patient.

Summary of Testing to Demonstrate
Safety and Effectiveness / Conclusion:
Non-clinical test data was used to support the substantially equivalence claim. Clinical testing
was not necessary. The non-clinical testing consisted of analysis of platforms to identify worst
case test samples. Fatigue testing was not done as the basic design is the same as the predicate
devices. The evaluation was based on FDA guidance "Class II Special Controls Guidance
Document: Root-Form Endosseous Dental Implants and Endosseous Dental Implant
Abutments." Torque tests, application and functional tests have been carried out.
The summary of technological characteristics as well as the torque test, application and
functional testing indicate that the device is safe and effective for its intended use and performs
as well or better than the predicate devices.
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Food and Dnag Administration

10903 New Hampshire Avenue
Document Control Center - W066-0609
Silver Spring.MD 20993-0002

July 3, 2013

Sterngold Dental, Limited Liability Company
C/O Ms. Maria Rao
Director of Regulatory Affairs
23 Frank Mossberg Drive
ATTLEBORO MA 02703

Re: Kl30183
Trade/Device Name: SF1 Bar® Abutments
Regulation Number: 21 CFR 872.3630
Regulation Name: Endosseous Dental Implant Abutment
Regulatory Class: 11
Product Code: NHA
Dated: May 30, 2013
Received: June 3, 2013

Dear Ms. Rao:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act, The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDR.H does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class IlI (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.



Page 2 -Ms. Rao

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must comply
with all the Act's requirements, including, but not limited to: registration and listing (21 CFR

Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical device-
related adverse events) (21 CFR 803); good manufacturing practice requirements as set forth in
the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product
radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7 100 or at its Internet address
httD)://www.fda.gov/Medica]Devices/ResourcesforYou/ndustry/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htin for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7 100 or at its Internet address
http://www.fda.nov/MedicaiDeviccs/ResourcesforYou/industry/default.htm.

Sincerely yours,

Lester W. Schuitheis Jr
2013.07.*03 13:53:09 -04'00'

Acting for
Kwame Ulmer, M.S.
Acting Division Director
Division of Anesthesiology, General Hospital,

Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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510(k) Number (if known): 130183

Device Name:MBagAu otf

Indications for Wse:

The SFI-af implant Abutments are indicated to be used with dental implants as a Prosthetic
framwrk to iupport and /or retain removable or fixed dental prostheses in the treatment Of
partlay or totully edentulous patients to restore chewing fimctzcn The absentM screw ar
intendedI to socme the bar to the endosscows impn

The SFJ-Daro implant Abutments are comnpatible with the following implant systes:

laclnst Brand mode
Nobe Bloom Brlnemurk System 3.3 Fixturea, 3.75 Fkxtre 4.0 Thcnzre, 5.0 Fixture (Old Verslon h 3.75 M11I Self-

_______________ taping Fixture, 4.0MIISelf-UtalFixture
Steragold-Implame 3.3 Hex Cylinder, 4.0 Hex Cylinder, 3.75 Standard Hex Screw, 3.75 Self-tapping

Hex Screw, 3.75 Self-tapping "sr Hex Screw, 4.0 Standard Hex Screw, 4.0
Self-tapping Hex Scre, 4.0 Self-tapping "SST" Hex Screw, 4.0 Self-tapping
"SSr Hex Screw, 5.0 RP "SST" Hex Screw, 3.75 RP' Auld Etched, 4.0 RP' Acid

____________________Etched. 5.0 RP Acid Etced 4.) Ste IC 48hed.33 Stn IC (4.8 hed
Nobel Bloom (Sted-ss6) 3.8 IHL Cylinder, 3.8 ILTrad,4.55iLThede,3.5 NobIRaplme-h

Replacei Select (Mf 4.0 Nobelitoplace Straight (RI),
4.3 Rsplac@Se~ect&NobeIReplace" (RP')

Keystone (Ifecore) 3.75 Restore& Self-tapping Screw, 4.0 RestoreS Self-tapping Screw, 3.75
Ras®e External Hex Screw, 4.0 Astor(S External Hex Screw, 4.0 Restore®
External Hex Cylinder, 4.2 Sustaln® External Hex Cylinder, 3.75 SustaInO
External Hex Screw, 4.0 Sustaln® Extenal Hex Screw, 4.2 SustainS External
Hex MC Cylinder Stae-IThI (3.3 and 4.0 fixtures)

3M Implant Inovations 3.25 Extrnal Hex MiniplantV. 3.25 ICE' Mlnlplant% 3.25 OSSEOT]TEO
Minlplant, 3.3 Cylinder Minlplantt, 3.3 External Hex Cylinder, 3.75 ICEM
Self-tapping, 3.75 OBSEOTITESI, 3.75 Slftpng Threaded 3.75 Standard
Threaded, 4.0 External Hex Cylinder, 4.0 IC' Self-uipping, 4.0
OSSEOTITES, 4.0 Standard Threaded, 4.25 External Hex 9 4C WIT

OSSEOTITES (4.8 Platform), 4.0 OSSEOTTES cwriWl .4.0
OSSEOTEI~rtinM, 4.0 OSSEOTITEOCERTAIN PREVAIL, 5.0

_______________OsseotiteS) Ceuta" 5.0 OuaeotitM N Ta n 5.0 Oaoieflnprevail
lIrEC opatoA 3.3 Universal Flare Cylinder. 3.75 Universal Self-tapping. 3.75 Universal Self-

________________taptsing Coated 4.0 Splice Clne.4.0 Universal Cylinder
Intarpam IMZ'" 3.3 Hex Cylinder, 3.75 Salmppn Threaded, 4.0 Hex Cylinder. 4.0 Self-

_______________ ania Treaed,425 Hex uinder
3stem 4.IUS.ULUPU&IIFU&SS 14f111(4.8bOIt
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Zimmer Dental 3.5 Bit-Vnt®X', 3.75 Swede.VenVA" Conical Neck CST, 3.75 Swede-
VentsW Standard, 4.0 Swede.Ven& 4" Standard, 4.0 Bio-Ventt) )&T1 3.25 Micro.
Vent® (3.5 head), 3.3 Screw-VentS) (3.5 head), 3.5 Bin-VentV (3.5
bead), 3.7 Screw-Vent®l (3.5 head), 3.75 Screw-Vent® (3.5 bead), 4.3 Core-
Vent® (3.5 head)4.25 Micro-VenttD (4.5 head), 4.5 SBi-
Vent® (4.5 bead), 4.7 Screw-Vent®D (4.5 head), 5.3 Core-Vent®D (4.5 bead),
3.7 Tapered Swiss Plus~m (4.8 platform), 4.8 Tapered Swiss Puj0 5T 4.1 Straight

_______________________Swiss PknM. 4.8 Straight Swiss Plus"'
Zimmer (Calcitek®.) Centerpuise) 3.75 ThreadLoc"
Slruawnn IT] TB' 3.3 (4.8 head), M 3.3 Sud & Std Plus (4.8 bead), ITI TE" 4.1 (4.8

head), ff1 4.1 Std. & Std. Plus (4.8 bead), Mf, 4.8 Std. & Std. Pius (4.8
head)

Biolok International 4.5 Silhouette Screw, 4.0 Micro-Lok Screw, 4.0 Micro-Lok Cylinder, 3.75
Micro-Lok Screw, 3.3 Micro-Lok Cylinder

Bud 3.25 Bud Screwvtent, 3.75 Bud Screwvcnt
INNOVA 4.1 ENDOPORES External Connection, 4.0 ENTEGRATM External

_______________________Connection

QIC 3.0 Osteo, Standard ST, 3125 Ostec Standard ST. 3.75 Osteot Standard ST
MIS IMPLANTS 3.3mm Internal He;, 3.75mm Internal Hex. 4.20mm Internal He;, 5.0mmus

_______________________Internal Hex
Bioflorizons(E 3.5 Internal. 4.0 Internal, 4.5 Internal. 3.5 Single Stage, 4.5 Single Stage
Implant Direct Legacy 3.5mm, Legacy 4.5mm, RePlant"' 4.3mm, RePlantreh 3.5mmn,

____________________3.7mmn Screw~slani 4.7mm ScrewPlant
Minimatic/Stryker 3.3 External Hex Cylinder, 3.75 External Hex Screw, 4.0 External Hex Cylinder,

____________________4.0 External Hex Screw, 4.75 External Hex Screw, 5.0 External Hex Cylnder

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use X ANDIOR Over-the -Counter Use __

(Part 21 CFR 801 Subparts 0) (21 OFR 807 Subpart D)

Sheena A. Gveen -S
2013.07.03 08:4:41 -04-0O'

or ,M. Sumpn Runrw. D.S. MAl

(D9ivisio0nSlgn.Ot
Civision ot AnesthOSicOIOya Genierall Hospital
infection Control, Dental Devices

510(k) Numbder kW3OOf


